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;! N0 CHEMICAL PRODUCT AND
.4 COMPANY IDENTIFICATION
Product Name; Ultravist® Injection
Active Ingredient Name;
N, N'-Bls (2, 3-dihydroxypropyl)-2,4,6-triodo-5-[{methoxyacetyl)
amino]-N-methyl-1,3-benzenedicarboxamide,
Product Descriptlon; A sterile, pyrogen-free, non-ionic,
aqueous solution of iopromide. Usad as an X-ray contrast agent.
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Manufacturer:
@EFW“ Berlex Laboratories
300 Fairfisld Road
Gopfom;da) njection Wayne, NJ 07470

Emergency Telephone Numben:
1-888-BERLEX~-4

MATERIAL

SAFETY
DATA

SHEET

COMPOSITION/ INFORMATION
ON INQGREDIENTS

CAS No. Exposura Limits % by Weight
160 240 30 ATC{moumi

lopramids T3334-07-3 N/E 26EB 395 459 84T
Trwtietharmire Tr-8@-1 N/E 0.2 0.2 oz 02
Edatate Calelum 62-33-9 MNE <01 01 <1 =01
Dz lurn (anfydraus)

Hydrochlaric Acid Fh47-01-0 5 porn {ceiling} s 04 04 04
Water Tr32-18-6 M'E T35 588 535 M7

ey HAZARDS IDENTIFICATION
Potential Health Effects

CAUTION: This is a pharmaceutical product available only with
a prescription, for use cnly as directed.

FIRST AID MEASURES

EYES: Flush with copious amounts of water for at least 15
minutes. Ensure adequate flushing by separating eyelids with
fingers. See a physician if irritation develops.

SKIN: Wash with soap and water.
INGESTION: If swallowed, ca!l a physician.
INHALATION: Not an expected route of entry.

N/E- Mot astablishad
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FLAMMARBLE PROPERTIES: Mot flammable, not combustible.
FLAMMABLE LIMITS: N/A
AUTOIGNITION TEMPERATURE: N/A

HAZARDOLS COMBUSTION PRODUCTS: May liberate icdine vapors upon
heating to decornposition.

EXTINGUISHING MEDIA: CC:, foam, or dry chemical as appropriate to source
of fire.

FIREFIGHTING INSTRUCTIONS: N/A

SPILL: Wear protective equipment. Absarb with appropriate material and place
in appropriate container for disposal. Wash spill site after material Is picked up.

HANDLING AND STORAGE

STORAGE: Protect from light. Keep tightly closed. Store at controlied room
temperature (15° C - 30° C, 58° - 86" F).

EXPOSURE CONTROLS/

. PERSONAL PROTECTION

ENGINEERING CONTROLS : Under normal use, none required.
EYE/FACE PROTECTION: None normally required. Avoid eye contact.

SKIN PROTECTION: None normally required. Gloves should be worn to clean
up spills. -

RESPIRATORY PROTECTION: None nomally required.
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__ﬂ’_%&‘g <= PHYSICAL AND CHEMICAL PROPERTIES
BOILING POINT: Not determined.

MELTING POINT: Not determined,

VAPOR PRESSLURE: Not determined.

VAPOR DENSITY: Mot determined.

SOLUBILITY IN WATER: Soluble.

DENSITY: (37°C): 1.167g/mL (150) 1.255g/mL (240) 1.322g/mL (300} 1.398g/mL (370)
pH: 6.5 - 8.0

ODGR: Odorless

APPEARANCE: Clear colorless to slightly yellow agueous solution.

4 STABILITY AND REACTIVITY

CHEMICAL STABILITY: Stable; sterilized by autoclaving and contains no
preservatives. Hydrolytically stable at pH 5, 7, and 9.
INCOMPATIBILITY: Strong oxidizing agents.

HAZARDOUS DECOMPOSITION PRODUCTS: May liberate toxic vapors of iodine
on heating 10 decompaosition,

HAZARDOUS POLYMERIZATION: Will not occur.

st TOXICOLOGY INFORMATION
EYE: Not determined.
SKIN: Not determined.
INGESTION: Not tested.
INHALATION: Not tested,
CHRONIC/CARCINOENICITY: Not tested.
TERATOLOGY: Not teratogsnic.
REPRODUCTION: Handling risks not determined.
MUTAGENICITY: Not mutagenic or clastogenic.

BERLEX

300 Fairfisld Road, Wayne, MNJ 07470

Talephone: 201 £94-4100
Fax: 201 §28-7012




i ECOLOGICAL INFORMATION
ECOTOXICOLOGICAL INFORMATION: Not available.

CHEMICAL FATE INFORMATION: Not expected to enter tarrestrizl or air
compartments, Expected to enter aquatic compartment. Photodegradable;
not readily biodegradable.
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e A ‘ DISPOSAL CONSIDERATIONS
Observe all Federal, State and local envircnmental regulations.,

SHCTION XTIV
Frenddied® TRANSPORT INFORMATION

Not regulated by the department of transportation (DOT). Can be shipped by all
modes of transportation.

aeeiedy REGULATORY INFORMATION
U.5. FEDERAL REGULATIONS:

OSHA: Not regulated.

CERCLA: SARA Hazard Category: Not Regulated.

SECTION 313: Not listed

STATE REGULATIONS: Volatile Organic Compounds (VOC): Nane.
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aroikani OTHER INFORMATION

MSDS STATUS:

The information relates to this specific material. It may not be valid for this
materia! if used in combination with any other materfals or in any process. Users
are responsible for satisfying themselves as to the suitability and completeness
of this information for their own particular use.

The information provided above is believed to be comect. However, Berlex
Laboratories makes no representation as to the accuracy or completeness of
this information. It s expected that the user will determine the suitability of the
information for the intended applications and usa appropriate safety procedures.

Prinded in USA
& 1985, Berlsx Laboratories. All rights reservard Eoptambar 1995 94-0340-170



